








Attachment 2. Product Specific Data Call-In Response
Forms (Form A inserts) Plus Instructions
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INSTRUCTIONS FOR COMPLETING THE "DATA CALL-IN RESPONSE" FORM FOR
PRODUCT SPECIFIC DATA

Item 1-4.

Item 5.

Item 6.

Item 7a.

Item 7b.

Items 8-11.

Already completed by EPA.

If you wish to voluntarily cancel your product, answer "yes". If you choose this
option, you will not have to provide the data required by the Data Call-In Notice and
you will not have to complete any other forms. Further sale and distribution of your
product after the effective date of cancellation must be in accordance with the
Existing Stocks provision of the Data Call-In Notice (Section TV-C).

Not applicable since this form calls in product specific data only. However, if your
product s identical to another product and you qualify for a data exemption, you
must respond with "yes" to Item 7a (MUP) or 7B (EUP) on this form, provide the
EPA reregistration numbers of your source (s); you would not compleie the
requirements status and registrant’s response” form. Examples of such products
include repackaged products and Special Local Needs (Section 24¢) products which
are identical to federally registered products.

For each manufacturing use product (MUP) for which you wish to maintain
registration, you must agree to satisfy the data requirements by responding "yes."

For each end use product (EUP) for which you wish to maintain registration, you
must agree to satisfy the data requirements by responding "yes." if you are
requesting a data waiver, answer "yes" here; in addition, on the "Requirements
Status and Registrant’s Response” form under Item 9, you must respond with option
7 (Waiver Request) for each study for which you are requesting a waiver. See item
6 with regard to identical products and data exemptions.

Self-explanatory.

Note: You may provide additional information that does not fit on this form in a signed letter
that accompanies this form. For example, you may wish to report that your product has
already been transferred to another that you have already voluntarily cancelled this product.
For these cases, please supply all relevant details so that EPA can ensure that its records
are correct.
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Attachment 3. Product Specific Requirement Status and
Registrant’s Response Forms (Form B inserts) and
Instructions
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INSTRUCTIONS FOR COMPLETING THE '"REQUIREMENTS STATUS AND
REGISTRANT’S RESPONSE" FORM FOR PRODUCT SPECIFIC DATA

Item 1-3. Completed by EPA. Note the unique identifier number assigned by EPA in item 3.
This number must be used in the transmittal document for any data submissions in
response to this Data Call-In Notice.

Item 4. The guidelines reference numbers of studies required to support the product’s
continued registration are identified. ‘These guidelines, in addition to the
requirements specified in the Notice, govern the conduct of the required studies.
Note that series 61 and 62 in product chemistry are now listed under 40 CFR
158.155 through 158.180, Subpart c.

Item 5. The study title associated with the guideline reference number is identified. '

Item 6. The use patters (s) of the pesticide associated with the product specific requirements
is (are) identified. For most product specific data requirements, all use patterns are
covered by the data requirements. In the case of efficacy data, the required studies
-only pertain to products which have the use sites and/ or pests indicated.

Item 7. The substance to be tested is identified by EPA. For product specific data, the
product as formulated for sale and distribution is the test substance, except in rare
cases.

Item 8. The due date for submission of each study is identified. It is normally based on 8

months after issuance of the Reregistration Eligibility Documents unless EPA
determines that a longer time period is necessary.

Item 9. Enter Only one of the following response codes for each data requirement to show
how you intend to comply with the data requirements listed in this table. Fuller
descriptions of each option are contained in the Data Call-In Notice.

1. I will generate and submit data by the specified due date (Developing Data).
By indicating that I have chosen this option, I certify that I will comply with all the
requirements pertaining to the conditions for submittal of this study as outlined in
the Data Call-In Notice.

2. I have entered into an agreement with one or more registrants to develop data
jointly (Cost Sharing). I am submitting a copy of this agreement. I understand that
this option is available on for acute toxicity or certain efficacy data and only if EPA
indicates in an attachment to this notice that my product is similar. Enough to
another product to qualify for this option. I certify that another party in the
agreement is committing to submit or provide the required data; if the required study
is not submitted on time, my product my be subject to suspension.

3. I have made offers to shire in the cost to develop data (Offers to Cost Share).
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I understand that this option is available only for acute toxicity or certain efficacy
data and only.if EPA indicates in an attachment to this Data Call-In Notice that my
product is similar enough to another product to qualify for this option. I am
submitting evidence that I have made an offer to another registrant (who has an
obligation to submit data) to share in the cost of that data. I am also submitting a
completed " Certification of offer to Cost Share in the Development Data" form.
I'am including a copy of my offer and proof of the other registrant’s receipt of that
offer. I am identifying the party which is committing to submit or provide the
require data; if the required study is not submitted on time, my product may be
subject to suspension. I understand that other terms under Option 3 in the Data
Call-In Notice (Section III-C.1.) apply as well.

4. By the specified due date, I will submit an existing study that has not been
submitted previously to the Agency by anyone (submitting an Existing Study). I
certify that this study will meet all the requirements for submittal of existing data
outlined in option 4 in the Data Call-In Notice (Section III-C.1.) and will meet the
attached acceptance criteria (for acute toxicity and product chemistry data). I will
attach the needed supporting information along with this response. I also certify that
I have determined that this study will fill the data requirement for which I have
indicated this choice.

5. By the specified due date, I will submit or cite data to upgrade a study
classified by the Agency as partially acceptable and upgrade (upgrading a study).
I will submit evidence of the Agency’s review indicating that the study may be
upgraded and what information is required to do so. I will provide the MRID or
Accession number of the study at the due date. I understand that the conditions for
- this Option outlined Option 5 in the Data Call-In Notice (Section II-C.1.) apply.

6.. By the specified due date, I will cite an existing study that the Agency has
classified as acceptable or an existing study that has been submitted but not reviewed
by the Agency (Citing an Existing Study). If I am citing another registrant’s study,
I understand that this option is available only for acute toxicity or certain efficacy
data and only if the cited study was conducted on my product, an identical product
or a product which EPA has "grouped" with one or more other products for
purposes of depending on the same data. I may also choose this option if I am citing
my own data. In either case, I will provide the MRID or Accession number (s)
number (s) for the cited data on a "Product Specific Data Report® form or in a
similar format. If I cite another registratrant’s data, I will submit a completed
"Certification With Respect To Data Compensation Requirements" form.

7. I request a waiver for this study because it is inappropriate for my product
(Waiver Request). Iam attaching a complete justification for this request, including
technical reasons, data and references to relevant EPA regulations, guidelines or
policies. [Note: any supplemental data must be submitted in the format required by
P.R. Notice 86-5]. I understand that this is my only opportunity to state the reasons
or provide information in support of my request. If the Agency approves my waiver
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request, I will not be require to supply the data pursuant to Section 3(c) (2) (B) of
FIFRA. If the Agency denies my waiver request, I must choose a method of
meeting the data requirements of this Notice by the due date stated by this Notice.
In this case, I must, within 30 days of my receipt of the Agency’s written decision,
submit a revised "Requirements Status chosen. I also understand that the deadline
for submission of data as specified by the original data cal-in notice will not change.

Items 10-13. Self-explanatory.

NOTE:You may provide additional information that does not fit on this form in a signed
letter that accompanies this form. For example, you may wish to report that your product has
already been transferred to another company or that you have already voluntarily cancelled this
product. For these cases, please supply all relevant details so that EPA can ensure that its records
are correct.
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Attachment 4. EPA Batching of End-Use Products for
Meeting Data Requirements for Reregistration
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EPA’S BATCHING OF PRODUCTS CONTAINING FLOWER AND VEGETABLE OILS
FOR MEETING ACUTE TOXICITY DATA REQUIREMENTS FOR REREGISTRATION

In an effort to reduce the time, resources and number of animals needed to fulfill the acute
toxicity data requirements for reregistration of products containing flower and vegetable oils, the
Agency has batched products which can be considered similar for purposes of acute toXicity.
Factors considered in the sorting process include each product’s active and inert ingredients
(identity, percent composition and biological activity), type of formulation (e.g., emulsifiable
concentrate, aerosol, wettable powder, granular, etc.), and labeling (e.g., signal word, use
classification, precautionary labeling, etc.). Note that the Agency is not describing batched
products as "substantially similar" since some products within a batch may not be considered
chemically similar or have identical use patterns.

Using available information, batching has been accomplished by the process described in the
preceding paragraph. Frequently acute toxicity data on individual products has been found td'be
incomplete. Notwithstanding the batching process, the Agency reserves the right to require, at
any time, acute toxicity data for an individual product should the need arise.

. Registrants of products within a batch may choose to cooperatively generate, submit, or cite
a single battery of six acute toxicological studies to represent all the products within that batch.
It is the registrants’ option to participate in the process with all other registrants, only some of
the other registrants, or only their own products within a batch, or to generate all the required
acute toxicological studies for each of their own products. If a registrant chooses to generate
the data for a batch, he/she must use one of the products within the batch as the test material.
If a registrant chooses to rely upon previously submitted acute toxicity data, he/she may do so
provided that the data base is complete and valid by today’s standards (see acceptance criteria
attached), the formulation tested is considered by EPA to be similar for acute toxicity, and the
.formulation has not been significantly altered since submission and acceptance of the acute
toxicity data. Regardless of whether new data is generated or existing data is cited, the registrant
must clearly identify the material tested by its EPA registration number. If more than one
Confidential Statement Of Formula (CSF) exists for a product registration, the registrant must
~ indicate the formulation actually tested by identifying the corresponding CSF.

In deciding how to meet the product specific data require- ments, registrants must follow the
directions given in the Data Call-In Notice and its attachments appended to the RED. The DCI
Notice contains two response forms which are to be completed and submitted to the Agency
within 90 days of receipt. The first form, "Data Call-In Response,” asks whether the registrant
will meet the data requirements for each product. The second form, "Requirements Status and
Registrant’s Response, " lists the product specific data required for each product, including the
standard six acute toxicity tests. A registrant who wishes to participate in a batch must decide
whether he/she will provide the data or depend on someone else to do so. If a registrant
supplies the data to support a batch of products, he/she must select one of the following options:
Developing Data (Option 1), Submitting an Existing Study (Option 4), Upgrading an Existing
Study (Option 5) or Citing an Existing Study (Option 6). If a registrant depends on another’s
data, he/she must choose among: Cost Sharing (Option 2), Offers to Cost Share (Option 3) or
Citing an Existing Study (Option 6). If a registrant does not want to participate in a batch, the
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choices are Options 1, 4, 5 or 6. However, a registrant should know that choosing not to
participate in a batch does not preclude other registrants in the batch from citing his/her studies
and offering to cost share (Option 3) those studies.

Table I indicates five batches including eleven products containing flower and/or vegetabie

oils.

Table I.

Batch No. EPA Reg. No.

1 1475-30

% Active Ingredient(s); (from
{abel)

Paradichlorobenzene
(99.75%) & perfume (.25%)

Formulation

Crystalline

1475-67

Paradichlorobenzene
(89.75%) & perfume (.25%)

Crystalline

1475-90

Paradichiorobenzene
(99.75%) & perfume (.25%)

Crystaliine

2 61966-1

Allyl isothiocyanate (.216%);
capsaicin and related
compounds (.625%)

Ready-to-use-solution

61966-3

Allyl isothiocyanate {.216%);
capsaicin and related
compounds (.625%)

Ready-to-use-solution

3 769-842

Pyrethrin {.28%); rotenone
{1%), other cube resins
(2%), piperonyl butoxide
(2%); pine oil (20%);
soybean oil (40%); aromatic
petroleum solvent (29.72%)

Emuisifiable concentrate

6720429

Pyrethrin (.28%); rotencne
(1%}, other cube resins
(2%); piperony! butoxide
{2%); pine oil (20%);
soybean oil (40%); aromatic
petroleum soivent (29.72%)

Emulsifiable concentrate

4 10807-54

N-alkyi dimethyl benzyi
ammenium chlorides
(1.25%); n-alkyl dimethyl
ethylbenzyl ammonium
chlorides {1.25%), essential
oil {0.2%); yellow dye
(.001%)

Soiuble concentrate

10807-104

N-alkyl dimethyl benzyl
ammonitm chiorides
{1.25%); n-aikyl dimethy!
ethyibenzyl ammonium
chlorides (1.25%); essential
oil (.2%)

Soiuble concentrate
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Batch No. % Active Ingredient(s); {from

label)

EPA Reg. No. Formulation

5332.7 Oil of lemon grass {2.0%);
oil of citronella {1.2%);
allylisothiocyanate (.2%); oil
of orange (.02%); methyl
salicylate (.02%); geraniol
(.04%); ionone alpha
(.01%); oil of bergamot
(11%)

Impregnated material

5332-8 Qil of lemon grass (2.0%); Pelleted tabiet
oil of citronalla (1.2%);
allylisothiocyanate (.2%); oil
of orange (.02%); methyl
salicylate (.02%); geraniol
(.04%); ioncne alpha
(.01%); cil of bergamot y
(.11%)
— .  — ——————.
Table It lists 23 products containing flower and/or vegetable oils, and other ingredients from the label which were not consider-
ed to be similar for purposes of acute toxicity or the Agency lack- ed sufficient information for decision making and were not placed
in any batch. Registrants of these products are responsible for meeting the acute toxicity data requirements for each product.

Table 1l

EPA Registration Number Active ingredient(s) [from label) Formulation
i

52-215 2-(1-mathylethoxy) phenol methyl- Ready-to-use-solution
carbamate (1.0%)

323-25 N-alkyl dimethyl benzy! ammonium Soluble concentrate
chloride (4.5%); sodium carbonate
(3.0%); essential oils {(0.5%)

402-113 O-benzyl para-chlorophenof (3.0%); Emuisifiable concentrate
orthophenylpheno! (2.0%); p-tert.
amylphenol (2.0%).

421-16 O-benzyl-p-chiorophenol (4.9%); o- Soluble concantrate
phenyiphenol (0.75%)

655-650 Pyrethrin (0.28%); rotenone {0.75%); Emnulsifiable concentrate
other cube resins (1.5%); piperonyl
butoxide (2.0%)

1026-4 P-diisobutyiphenoxyethoxyethyl Emulsifiable concentrate
dimethyl benzyl ammonium chioride
(3.33%); essential oils (.59%)

1270-182 N-alkyl dimethyl benzyl ammonium Pressurized liquid
chlorides (0.1%); n-alkyl dimethy!
ethylbenzyl ammonium chilorides
{0.1%); ethanol {53.0%).

2021-28 N-alky! dimethyl benzy! ammonium Soluble concentrate
chlorides (2.25%); n-alkyl dimethy!
ethylbenzyl ammonium chlorides
(2.25%); sodium carbonate (3.0%);
essential oils (1.38%)

3862-97 : Quaternary ammenium chlorides Pressurized liquid
(15%)
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EPA Registration Number

4785-51

Active ingredient(s) [from labeal]

Bitter apple essential oils (5.0%);
mineral oil (10.1%)

Formulation

Pressurized liquid

5813-14

Tetrasodium ethylenediamine
tetraacetate (1.06%); alkyl dimethyl
benzyl ammonium chioride {.09%);
dimethyl ethyl benzyl ammonium
chloride (.09%); essential oils (.19%)

Pressurized liquid

5813-16

Alky! tetrasodium ethylenediamine
tetraacetate (1.9%); dimethyl benzy|
ammonium chloride {1.87%); alky!
dimethyl ethyl benzyl ammonium
chloride (1.87%); essential oils (4%)

Seluble concentrate

8047-22

Alkyl dimethy) benzyl ammonium
chloride (2.0%); isopropanol (1.0%);
essential oils (.25%)

Soluble concentrate

1077-10

Diisobutyphenoxyethoxyethyl dimethyl
benzyl ammonium chioride (.25%);
isopropanol (15.3%)

Ready-to-use-solution

11715-29

N-alkyl dimethyl benzyl amrmonium
chlorides {.1%); n-alky! dimethyl ethyl-
benzyl ammonium chlorides (.1%);
tetrasodium ethylenediamine
tetraacetate (1.6%); essential oils
(.2%); sodium metasilicate (.25%)

Pressurized liquid

11715-30

N-alkyl dimethyl benzyl ammonium
chiorides (.1%); n-alkyl dimethyl
ethylbenzyl ammonium chloride (.1%);
isopropanol (53.0%); essential oil (.5%)

Pressurized liquid

11715-116

Triethylene glycol (15.38%);
dipropylene glycol {3.84%); alkyl
dimethyl benzyl ammonium chloride
(.192%); essential ails (.96%); ethyl
alcohol (30.148%)

Pressurized liquid

11715-211

Benzyldiethyl [(2,6-xylylcarbamoyh
methyl ammonium benzoate (.065%);
thymol (1.3%); essential oils {1.3%)

Ready-to-use-solution

12192-2

N-zlkyl dimethyl benzyl ammonium
chlorides (6%); n-alkyl dimethyl
ethylbenzyl ammonium chiorides (8%);
2-propanol (5%); essential oils {.32%)

Ready-to-use-solution

42443-1

Oil of citrenelia (.5%); oil of eucalyptus
(1%), cedarwood oil (.5%); oil of
pennyroyal (2%); rue oils {.125%)

Impregnated material

494071

Qil of anise (1.6%)

Ready-to-use-solution

57538-11

Soybean oil (33%)

Emulsifiable concentrate

61966-2

Alyl isothiocyanate (.216%); capsaicin
(.625%)

Dust
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Attachment 5. EPA Acceptance Criteria
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Guideline

Series 61
Series 62
Series 63

SUBDIVISION D

Study Title
Product Identity and Composition

Analysis and Certification of Product Ingredients
Physical and Chemical Characteristics
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61 Product Identity and Composition

ACCEPTANCE CRITERIA

Does your study meet the following acceptance criteria?
1. Name of technical material tested (include product name and trade name, if appropriate).

2. Name, nominal concentration, and certified limits (upper and lower) for each active ingredient and each
intentionally-added inert ingredient.

3. Name and upper certified limit for each impurity or each group of impurities present at > 0.1% by
__ weight and for certain toxicologically significant impurities (e.g., dioxins, nitrosamines) present at
<0.1%.
%
4. Purpose of each active ingredient and each intentionally-added inert.
5. Chemical name from Chemical Abstracts index of Nomenclature and Chemical Abstracts Service (CAS)

Registry Number for each active ingredient and, if available, for each intentionally-added inert.

6. Molecular, structural, and empirical formulas, molecular weight or weight range, and any company
assigned experimental or internal code numbers for each active ingredient.

7. Description of each beginning material in the manufacturing process.

EPA Registration Number if registered;

for other beginning materials, the following:

Name and address of manufacturer or supplier.

Brand name, trade name or commercial designation.

Technical specifications or data sheets by which manufacturer or supplier describes composition,
properties or toxicity.

1]

8. Description of manufacturing process.

Statement of whether batch or continuous process.

Relative amounts of beginning materials and order in which they are added.
Description of equipment.

Description of physical conditions (temperature, pressure, humidity) controlled in each step and
the parameters that are maintained.

Statement of whether process involves intended chemical reactions.

Flow chart with chemical equations for each intended chemical reaction.
Duration of each step of process.

Description of purification procedures.

Description of measures taken to assure quality of final product.

9, Discussion of formation of impurities based on established chemical theory addressing (1) each impurity

which may be present at > 0.1% or was found at > 0.1% by product analyses and (2) certain
toxicologically significant impurities (see #3).
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62 Analysis and Certification of Product Ingredients

ACCEPTANCE CRITERIA

The following criteria apply to the technical grade of the active ingredient being reregistered. Use a table to present
the information in items 6, 7, and §.

Does your study meet the following acceptance criteria?

1. Five or more representative samples (batches in case of batch process) analyzed for each active ingredient
and all impurities present at > 0.1%.
2. Degree of accountability or closure > ¢a 98%.

[

Analyses conducted for certain trace toxic impurities at lower than 0.1% (examples, nitrosamines in the
case of products containing dinitroanilines or containing secondary or tertiary amines/alkanolamines plus
nitrites; polyhalogenated dibenzodioxins and dibenzofurans). [Note that in the case of nitrosamines both
fresh and stored samples must be analyzed.]. )
Complete and detailed description of each step in anatytical method used to analyze above samples.
Statement of precision and accuracy of analytical method used to analyze above samples.
Identities and quantities (including mean and standard deviation) provided for each analyzed ingredient.
Upper and lower certified limits proposed for each active ingredient and intentionally added inert along
with explanation of how the limits were determined.
8. Upper certified limit proposed for each impurity present at > 0.1% and for certain toxicologically
significant impurities at <0.1% along with explanation of how limit determined.
9, Analytical methods to verify certified limits of each active ingredient and impurities (latter not required
if exempt from requirement of tolerance or if generally recognized as safe by FDA) are fully described.
10. Analytical methods (as discussed in #9) to verify certified limits validated as to their precision and
accuracy.

N o s
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63 Physical and Chemical Characteristics

ACCEPTANCE CRITERIA

The following criteria apply to the technical grade of the active ingredient being reregistered.
Does your study meet the following acceptance criteria?

63-2 Color
Verbal description of coloration (or lack of it)
Any intentional coloration also reported in terms of Munsell color system

63-3 Physical State
Verbal description of physical state provided using terms such as "solid, granular, volatile liquid"
Based on visual inspection at about 20-25° C

1
1

63-4 Odor
Verbal description of odor (or lack of it) using terms such as “garlic-like, characteristic of aromatic
compounds”
Observed at room temperature

63-5 Melting Point
Reported in °C
— ... Any observed decomposition reported
63-6 Boiling Point
Reported in °C
—  Pressure under which B.P. measured reported
____ Any observed decomposition reported

63-7 Density, Bulk Density, Specific Gravity

Measured at about 20-25° C

Density of technical grade active ingredient reported in g/ml or the specific gravity of liquids reported
with reference to water at 20° C. [Note: Buik density of registered products may be reported in lbs/ft?
or lbs/gallon.)

63-8 Solubility
Determined in distilled water and representative polar and non-polar solvents, including those used in
formulations and analytical methods for the pesticide
Measured at about 20-25° C
Reported in g/100 ml (other units like Ppm acceptable if sparingly soluble)

63-9 Vapor Pressure
Measured at 25° C (or calculated by extrapolation from measurements made at higher temperature if
pressure too low to measure at 25° C)
Experimental procedure described
Reported in mm Hg (torr) or other conventional units

63-10 Dissociation Constant
Experimental method described
Temperature of measurement specified (preferably about
20-25°C)
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63-11 Octanol/water Partition Coefficient
Measured at about 20-25° C

Experimentally determined and description of procedure provided (preferred method-45 Fed. Register
77350)

Data supporting reported value provided

63-12 pH
Measured at about 20-25° C
Measured following dilution or dispersion in distilled water

63-13 Stability
Sensitivity to metal ions and metal determined
Stability at normal and elevated temperatures
Sensitivity to sunlight determined
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Guideline

81-1
81-2
B81-3
81-4
31-5
81-6

SUBDIVISION F

Study Title

Acute Oral Toxicity in the Rat

Acute Dermal Toxicity in the Rat, Rabbit or Guinea Pig
Acute Inhalation Toxicity in the Rat

Primary Eye Irritation in the Rabbit

Primary Dermal Irritation Study

Dermal Sensitization in the Guinea Pig
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81-1 Acute Oral Toxicity in the Rat
ACCEPTANCE CRITERIA

Does your study meet the following acceptance criteria?

Identify material tested (technical, end-use product, etc).

At least 5 young adult rats/sex/group.

Dosing, single oral may be administered over 24 hrs.

Vehicle control if other than water.

Doses tested, sufficient to determine a toxicity category or a limit dose (5000 mg/kg).

Individual observations at least once a day.

Observation period to last at least 14 days, or until all test animals appear normal whichever is longer.
Individual daily observations.

Individual body weights. |
Gross necropsy on all animals.

LLTLTTT
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Criteria marked with an * are supplemental and may not be required for every stdy.
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81-2 Acute Dermal toxicity in the Rat, Rabbit or Guinea Pig

ACCEPTANCE CRITERIA

Does your study meet the following acceptance criteria?

1. Identify material tested (technical, end-use product, etc).

2. At least 5 animails/sex/group. -

3.* Rats 200-300 gm, rabbits 2.0-3.0 kg or guinea pigs 350-450 gm.

4, Dosing, single dermal.

5. Dosing duration at least 24 hours.

6.* Vehicle control, enly if toxicity of vehicle is unknown.

7. Doses tested, sufficient to determine a toxicity category or a limit dose {2000 mg/kg).

8. Application site clipped or shaved at least 24 hours before dosing.

9. Application site at least 10% of body surface area.

10. Application site covered with a porous nonirritating cover to retain test material and to prevent
ingestion,

11. Individual observations at least once a day.

12, Observation period to last at least 14 days.

13, Individual body weights.

14. Gross necropsy on all animals.

Criteria marked with an * are supplementa! and may not be required for every study.
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81-3 Acute Inhalation Toxicity in the Rat
ACCEPTANCE CRITERIA

Does your study meet the following acceptance criteria?

1. Identify material tested (technical, end-use product, etc).

2. Product is a gas, a solid which may produce a significant vapor hazard based on toxicity and expected use

or contains particles of inhalable size for man (aerodynamic diameter 15 pm or less).

At least 5 young adult rats/sex/group.

Dosing, at least 4 hours by inhalation,

Chamber air flow dynamic, at least 10 air changes/hour, at least 19% oxygen content.

Chamber temperature, 22° C (42, relative humidity 40-60%.

Monitor rate of air flow.

Monitor actual concentrations of test material in breathing zone. 3

Monitor aerodynamic particle size for acrosols.

10.__ Doses tested, sufficient to determine a toxicity category or a limit dose (5 mg/L actual concentration of
respirable substance}).

11.__ Individual observations at least once a day. .

12._ Observation period to last at least 14 days.

13.___ Individual body weights.

14.___ Gross necropsy on all animals.

3.
4.
5.
6.
7.
B.
9.
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81-4 Primary Eye Irritation in the Rabbit
ACCEPTANCE CRITERIA

Does your study meet the following acceptance criteria?

1. Identify material tested (technical, end-use product, etc).

2.___ Study not required if material is corrosive, causes severe
dermal irritation or has a pH of <2 or >11.5.

3.__ _ 6 adult rabbits.

4.____ Dosing, instillation into the conjunctival sac of one eye
per animal.

5. Dose, 0.1 ml if 2 liquid; 0,1 ml or not more than 100 mg if a solid, paste or particulate substance,

6. Solid or granular test material ground to a fine dust.

7. Eyes not washed for at least 24 hours.

8.____ Eyes examined and graded for irritation before dosing and
at 1, 24, 48 and 72 hr, then daily until eyes are normal
or 21 days (whichever is shorter).

9. Individual daily observations.

[ —

1

Criteria marked with an * are supplemental and may not be required for every study.
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81-5 Primary Dermal Irritation Study

ACCEPTANCE CRITERIA

Does your study meet the following acceptance criteria?

11.*

—

Identify material tested (technical, end-use product, etc).

Study not required if material is corrosive or has a pH of <2 or >11.5.

6 adult animals.

Dosing, single dermal.

Dosing duration 4 hours.

Application site shaved or clipped at least 24 hours prior to dosing.

Application site approximately 6 cm?.

Application site covered with a gauze patch held in place with nonirritating tape.
Material removed, washed with water, without trauma to application site.

___ Application site examined and graded for irritation at 1, 24, 48 and 72 hr, then daily until normal on,14

days (whichever is shorter).
Individual daily observations.

i

Criteria marked with an * are supplemental and may not be required for every study.
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81-6 Dermal Sensitization in the Guinea Pig

ACCEPTANCE CRITERIA

Does your study meet the following acceptance criteria?

1. Identify material tested (technical, end-use product, etc).
2. Swudy not required if material is corrosive or has a
pH of <2 or >11.5.
3. One of the following methods is utilized:
Freund’s complete adjuvant test
Guinea pig maximization test
Split adjuvant technique
Buehler test
Open epicutaneous test
Mauer optimization test
Footpad technique in guinea pig.
4.___ Complete description of test.
5.* _ Reference for test.
6.___ Test followed essentially as described in reference document.
7. Positive control included (may provide historical data conducted within the last 6 months).

Criteria marked with an * are supplemental and may not be required for every stdy,
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Attachment 6. List of All Registrants Sent This Data Call-In (insert)
Notice
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Attachment 7. Cost Share Data Compensation Form, and Confidential
Statement of Formula Form
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Instructions for Completing the Confidential Statement of Formula

The Confidential Statement of Formula (CSF) Form 85704 must be used. Two legible, signed
copies of the form are required. Following are basic instructions:

a. All the blocks on the form must be filled in and answered completely.

b.

C.

If any block is not applicable, mark it N/A.

The CSF must be signed, dated and the telephone number of the responsible party
must be provided.

All applicable information which is on the product specific data submission must
also be reported on the CSF. Y

All weights reported under item 7 must be in pounds per gallon for liquids and
pounds per cubic feet for solids.

Flashpoint must be in degrees Fahrenheit and flame extension in inches.

For all active ingredients, the EPA Registration Numbers for the currently
registered source products must be reported under column 12.

The Chemical Abstracts Service (CAS) Numbers for all actives and inerts and all
common names for the trade names must be reported.

For the active ingredients, the percent purity of the source products must be
reported under column 10 and must be exactly the same as on the source
product’s label.

All the weights in columns 13.a. and 13.b. must be in pounds, kilograms, or
grams. In no case will volumes be accepted. Do not mix English and metric
system units (i.e., pounds and kilograms).

All the items under column 13.b. must total 100 percent.

All items under columns 14.a. and 14.b. for the active ingredients must represent
pure active form.

The upper and lower certified limits for ail active and inert ingredients must
follow the 40 CFR 158.175 instructions. An explanation must be provided if the
proposed limits are different than standard certified limits.

When new CSFs are submitted and approved, all previously submitted CSFs
become obsolete for that specific formulation.
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United States Environmental Protection Agency |eorm Approved

@ Y Washington, DC 20460
N EPA CERTIFICATION OF OFFER TO COST |OuB No. 2070.0108
\’ SHAHE !N THE DEVELOPMENT OF DATA Approval Expires 3-31-95

Public reporting burden for this collection of information is estimated to average 15 minutes per response, inciuding
time for reviewing instructions, searching existing data sources, gathering and maintaining the data needed, and
completing and reviewing the collection of information. Send comments regarding the burden estimate or any other
aspect of this collection of information, including suggestions for reducing this burden, to Chief, Information Policy
Branch, PM-223, U.S. Environmental Protection Agency, 401 M St., S.W., Washington, DC 20460; and to the Office
of Management and Budget, Paperwork Reduction Project (2070-0106), Washingter, DC 20503,

Please flll In bianks below.

Company Name Compuny Number
)
Product Name EPA Reg. No.
| Certify that:

My company is willing 1o develop and submit the data required by EPA under the authorlty of the Federal
Insecticide, Fungicide and Rodenticide Act (FIFRA), If necessary. However, my company would prefer to
enter into an agreement with one or more registrants to develop jointly or share in the cost of deveioping
data.

My firm has offered in writing to enter into such an agreement. That offer was irrevocable and included an
offer 10 be bound by arbitration decision under section 3(c)2)(B)(lli) of FIFRA If finai agreemant on all
terms could not be reached otherwise. This offer was made to the following firm(s) on the following
date(s):

Nsme of Firm(s) Date of Offer

ification:

| certity that | am duly authorized to reprasent the company named above, and that the statements that ! have made on
this form and all attachments therein are true, accurate, and complete, | acknowledge that any knowingly false or
misleading statement may be punishable by fine or imptisonment or both under applicable law.

Signature ol Company's Autherized Representative Date

Name and Title (Pleass Typs or Print)

EPA Form 8570-32 (5/91) Replaces EFA Form 8580, which is ohaolete
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Unitsd States Environmaental Proteciion AGENCY | parm Approvee

o | Washington, DC 20480 e 207
\nr,E CERTIFICATION WITH RESPECT TO |OU® M 21s-aimn
DATA COMPENSATION REQUIREMENTS| Assrovel Espims s uiss

Pubiic reporting burden for this collection of information is estimated 10 average 15 minutes per responss, including
time for reviewing instructions, searching existing data sources, gathering and maintaining the data needed, and
completing and reviewing the collaction of information. Send comments regarding the burden estimate or any other
aspect of this coliection of information, inchuding supgestions for reducing this burden, 1o Chisf, Information Policy
Branch, PM-223, U.S. Environmental Protection Agency, 401 M St., S.W., Washington, DC 20460 and to the Ctfica
of Management and Budget, Paperwork Réduction Project (2070-0106), Washington, DC 20503,

Please fiI! In blanks below.

Company Name Company Number
Product Nase EPA Rag. Mo.
[ Centify that: : N

1. For each study cited in support of registration or reregistration under the Federal insecticide, Fungicide and
ﬂodommAa(FlFRA)MBanomiveusesmdy.Iamthooﬁghaldmmmr.orlhanommm
wm.nmmndﬂnowmm«ummmsw.

2. Thatfor each study cited humdmgistmbnornmiwwonmdﬂﬁl:mm Is NOT an exclusive use
study, | am the original ciata submitter, or | have oGtained the written permission of the original data submitter, or |
have notitied in writing the company(ies) that submitted daiz | have cited and have olfersd10: (a) Pay
compensation for those data in accordance with sections J{CH1)(D) and 3{c)(2){D) of FIFRA: and {b) Commence
negotiation lo determine which data are subject 1o the Gompensation requirement of FIFRA and the amour of
compensation cue, I any. The companies | have notified are: {check one)

[ mmmmmnmm«mummmummmamm
sheets, or imummaﬂaduﬂmiumms Status and Registrants’ Response form,*

3. Trmlmmmymmwmmamm)(morF!memmmlhmcmhwpponol
- Tegistration of raregistration under FIFRA.

Sigrature Date

Nln.udfllb(ﬂuu'l’muhhq

GENERAL OFFER TO PAY: | hereby offer and agres o pay compensation to olher Parsons, with regare 1o the
registration or reregistration of my products. 10 the sxient required by FIFRA sections 3(¢)(1)(D) and 3fe}2D).

Signature ) Dule

Mnnlﬂlhlﬂcm?mu'rhn

EPA Form 0570-11 (4-30)
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